BRAZIL TIME LINE AND LEADING NEWS ACCOUNTS:
December 1, 2004

On December 1, 2004, Pedro Chequer, Head of Brazil's Aids programme, announced that Brazil would break foreign patents in 2005 to permit production of imported, patented drugs where imported costs had ballooned to absorb 85% of programme costs.
Brazil to break Aids drug patents

http://news.bbc.co.uk/2/hi/health/4059147.stm

Brazil Requests Voluntary Licensing for AIDS Drugs To Treat More

Patients, Reduce Costs of Importing Patented Drugs

March 14, 2005

17 Mar 2005

Kaiser Network

The Brazilian government on Tuesday [March 14] "moved a step closer" to breaking antiretroviral drug patents when it asked U.S. drug companies... Merck, Gilead and Abbott Laboratories to grant the government voluntary licensing to produce generic versions of four drugs produced by the companies and used in Brazil's National STD/AIDS Programme, Reuters reports. The drugs in question include Merck's efavirenz, Abbott's

lopinavir and ritonavir, and Gilead's tenofovir (Reuters, 3/15).

Brazil's national AIDS program, which is considered to be one of the most progressive in the world, already manufactures and distributes generic versions of antiretrovirals, providing them at no cost to all HIV-positive people in the country. The program ignores all patents issued before 1997, when Brazil signed an intellectual property law in order to join the World Trade Organization. In January 2004, Brazil's program announced that it had negotiated deals with drug makers -- including Roche, Gilead and Abbott -- generating discounts of between 10% and 76% for the five most expensive antiretroviral medications. The deal was expected to save the treatment program $107 million last year and allow 20,000 new patients to obtain treatment through the program in 2004. 
However, the Brazilian government in December 2004 threatened to break the patents on as many as five of the 15 antiretroviral drugs it provides to patients in order to produce less-expensive generic medicines. Although the Brazilian government over the past three years repeatedly has said it might break patent laws in order to negotiate price reductions with pharmaceutical companies, so far it has not done so (Kaiser Daily HIV/AIDS Report, 12/6/04).

Details

The Brazilian health ministry has given the U.S. drug companies until April 4 to agree to a schedule to transfer technology so that the government or local private labs can begin producing generic versions of the companies' antiretroviral drugs, the Wall Street Journal reports. If the drug companies do not agree to voluntary licensing, Brazil could employ "compulsory licensing," which effectively would break the drug patents, according to the Journal. (Wall Street Journal, 3/16). The government will pay royalties to the U.S.  companies either way, according to Reuters.

Reducing Costs, Increasing Impact

Jarbas Barbosa, Brazil's health ministry control secretary, said that the government could cut in half the amount of money it spends on antiretroviral drugs if it is able to make generic versions of the four drugs in question, Reuters reports. Currently, the government program spends about 85% of its total budget on importing foreign-made drugs, compared with about half of its budget in 1998, according to Reuters.  The government also hopes to increase the number of HIV-positive people served by the program to about 180,000 by the end of this year. Approximately 150,000 people in Brazil currently receive antiretroviral medication through the program, Reuters reports. Officials from the pharmaceutical companies were not available for comment, according to Reuters (Reuters, 3/15).

June 24, 2005

Brazil health minister to break Abbott AIDS drug patent

24 Jun 2005 20:58:50 GMT

 Source: Reuters

 (Adds quote, background)

 BRASILIA, Brazil, June 24 (Reuters) - Brazil's government will break a patent on Abbott Laboratories Inc.'s <ABT.N> Kaletra AIDS drug in order to provide a cheaper generic version for its treatment program, Health Minister Humberto Costa said on Friday.

 "This is the first time that the government of Brazil has broken a patent on a drug," he said at a news conference. "Brazil is the first country to break a patent for antiretrovirals (anti-AIDS drugs)." [Bkb note:  this second statement is incorrect]
 Under Brazilian law, the government can break patents in emergency situations. That means, in effect, it would refuse to honor a patent for intellectual property so that a cheaper generic can be made.  [Bkb note:  This too seems incorrect, Brazil was issuing a C.L. for non-commercial governmental use]
 "The patent of the Kaletra medicine is of public interest," he said.

 Costa said a state-owned lab would make the drug for 68 cents a pill, less than the $1.17 the government pays Abbott for each one.
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Brazil and U.S. Maker Reach Deal on AIDS Drug

By TODD BENSON

Brazil reached an agreement with Abbott Laboratories that will lower the price it pays 

for the AIDS drug Kaletra while refraining from breaking the company's patent.

July 9, 2005

Brazil and U.S. Maker Reach Deal on AIDS Drug

By TODD BENSON

SÃO PAULO, Brazil, July 8 - Brazil reached an agreement late Friday with the American pharmaceutical company Abbott Laboratories that will lower the price it pays for the AIDS drug Kaletra while refraining from breaking the company's patent to produce a generic version of the medicine.

Though financial terms were not disclosed, the government said the agreement would save it at least $18 million next year and a total of $259 million over the next six years.

  Brazil, which provides free AIDS treatment to all who need it, currently spends about $107 million a year on the drug, nearly a third of its annual budget for antiretroviral medicines.

Humberto Costa, Brazil's former health minister, said the agreement would ensure the sustainability of the government's AIDS treatment program, which has been praised by AIDS activists as a model for other developing nations.

"The 170,000 patients that use antiretroviral drugs can rest at ease," said Mr. Costa, who resigned his post late Friday as part of a broader cabinet shuffle.

Under the agreement, Brazil's annual expenses for Kaletra will remain unchanged for the next six years, even though the number of patients that require the drug is expected to jump to 60,000 from 23,400 in the period. It also guarantees that Brazilian AIDS patients will have access to a new version of Kaletra, a drug called Meltrex, once it gains approval in the United States.

Abbott, which is based in Abbott Park, Ill., also agreed to transfer its technology to the 

Brazilian government so that a state-run laboratory in Rio de Janeiro can begin producing 

a generic version of Kaletra when the company's patent expires in 2015.

Abbott praised the agreement, saying it will help "Brazil expand patient access to Kaletra while preserving the company's intellectual property rights, which Abbott was not willing to negotiate."

The standoff with Abbott was not the first time Brazil has clashed with large pharmaceutical companies. The country has successfully forced drug companies to lower prices on AIDS medicines several times in recent years by threatening to break their patents and produce copycat versions locally.

This agreement could also ease tensions between the left-leaning government of President Luiz Inácio Lula da Silva and the Bush administration, which has been pressing Brazil to step up its protection of intellectual property rights. 

Several members of Congress had urged the United States trade representative, Rob Portman, to retaliate by applying trade sanctions if Brazil followed through on its threat to break Abbott's patent.

Brazil is also in negotiations with Gilead Sciences and  Merck that are aimed at reducing prices on two other widely used AIDS drugs that they produce, Tenofovir and Efavirenz, respectively.
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Brazil Minister Says No AIDS Drug Deal

By THE ASSOCIATED PRESS

Filed at 4:41 p.m. ET

BRASILIA, Brazil (AP) -- Brazil's new health minister denied reports that an agreement was reached with a U.S. pharmaceutical manufacturer that would avert the country's plan to break an AIDS drug patent, despite the ministry's earlier statement that such a deal was finalized.

In an interview published Thursday in the Correio Braziliense newspaper, Jose Saraiva Felipe said no accord had been signed with Abbott Laboratories Inc. and that negotiations would continue. The press department at the health ministry confirmed the Felipe's remarks. Officials at Abbott had no immediate comment.

Health ministry officials on July 8 had announced an agreement with Abbott. That also was Felipe's first day as health minister.

''When I took office, I saw that no deal had been sanctioned. There was no document signed by the government,'' Felipe said in the interview. ''I thought that the question was closed and I saw it was still open.''

The deal seemed to end a dispute with Abbott that began when Brazil threatened to break the patent on the AIDS drug Kaletra if the company did not significantly reduce the price of the medication. While the deal was widely praised for averting a messy trade dispute, both sides claimed victory and no financial terms were disclosed.

Brazil had demanded that Abbott reduce the price of Kaletra to 68 cents per pill from $1.17 and threatened to begin manufacturing its own generic version if no deal was reached.

But Felipe told Correio the current proposal only reduces Kaletra's price to 99 cents per pill, with the price continuing to fall to 72 cents in 2010, a reduction he considered insufficient.

''The question of technology transfer is still pending and will have to be re-discussed. The process of a compulsory license is still ongoing and breaking the patent has not been discarded as a final alternative,'' Felipe said in the interview.

On June 24, then-Health Minister Humberto Costa gave Abbott 10 working days to agree to deep discounts or see their patent broken. World Trade Organization rules allow countries to issue compulsory licenses and disregard patents in cases of public health emergencies.

A compulsory license allows the country to produce a generic version of the drug while paying the patent holder a small royalty.

In the past, Brazil has threatened to break patents on several AIDS drugs to negotiate discounts for its anti-AIDS program, which provides free drugs to anyone who needs them. The country, however, has never broken a patent.

Brazil, which offers free AIDS drugs to those who need them, is treating 170,000 AIDS patients but expects that number to increase to 180,000 this year and 215,000 in 2008. Its AIDS program has been widely praised.
